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DETAILED ACTION 
Claim Rejections - 35 USC § 101 

1 . 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, macliine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 92-98 are rejected under 35 U.S.C. 101 because the claimed inventions 
lack patentable utility. 

Claims 92, 93, 95, and 96 claim a method for treating or preventing a disease 
caused due to oxidative stress comprising administering a therapeutically effective dose 
of hydrogenated condensed palatlnose. There is insufficient evidence provided in the 
specification to support these claims. The limited experimental results showing the 
effects of the fermentation products of the condensed hydrogenated palatlnose of the 
invention on the activity of the glutathione S-transferase enzyme are not sufficient to 
establish the credibility for treatment of the wide range of diseases claimed. 

Claims 94, 97, and 98 claim a method for strengthening the immune system 
against infection comprising administering a therapeutically effective dose of 
hydrogenated condensed palatlnose. There is insufficient evidence provided in the 
specification to support these claims. The limited experimental results showing the 
effects of the fermentation products of the condensed hydrogenated palatlnose of the 
invention on the activity of the glutathione S-transferase enzyme are not sufficient to 
establish the credibility for strengthening the immune system. 
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Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1 -4, 7-11,1 5-20, 38-50, 66-68, 83, 86-92, 94, 95, 97, 99-1 03, 1 05-1 07, 

and 110 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

4. Claims 1 -4, 7-11,1 5-20, 38-50, 66-68, 83, 86-92, 94, 95, 97, 99-1 03, 1 05-1 07, 
and 110 contain the trademark/trade name palatinose. Where a trademark or trade 
name is used in a claim as a limitation to identify or describe a particular material or 
product, the claim does not comply with the requirements of 35 U.S.C. 112, second 
paragraph. See Ex parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope 
is uncertain since the trademark or trade name cannot be used properly to identify any 
particular material or product. A trademark or trade name is used to identify a source of 
goods, and not the goods themselves. Thus, a trademark or trade name does not 
identify or describe the goods associated with the trademark or trade name. In the 
present case, the trademark/trade name is used to identify/describe 6-0-a-D- 
glucopyranosyl-fructofuranose (isomaltulose) and, accordingly, the 
identification/description is indefinite. 

5. Claims 92 and 94 claim a "therapeutically effective" amount of hydrogenated 
condensed palatinose for the treatment or prevention of disease and strengthening of 
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the immune system, respectively. It is unclear from the claims as written what effects 
must be attributable to the hydrogenated condensed palatinose for the amount 
administered to be considered "therapeutically effective." As written, any amount of 
condensed hydrogenated palatinose administered could be considered "therapeutically 
effective" to meet the claims. 

6. Claim 99 claims an "effective" amount of hydrogenated condensed palatinose. It 
is unclear what "effects" are to be attributed to the hydrogenated condensed palatinose 
in order for its presence to be considered "effective." 

7. Claims 100 and 101 claim a method comprising incorporating a "sufficient" 
amount of hydrogenated condensed palatinose into pharmaceutical compositions. It Is 
unclear what amount of hydrogenated condensed palatinose is to be considered 
"sufficient" for preventing or treating disease or strengthening the immune system. 

8. Claim 102 claims a method comprising adding an amount of hydrogenated 
condensed palatinose "effective to produce a desired result." There is no Indication of 
what effects are desired. 

9. Claim 1 05 claims a method for modulating the glycemic properties of foodstuffs 

comprising adding an amount of hydrogenated condensed palatinose effective to 
modulate the glycemic properties. It Is unclear how the glycemic properties are to be 
modulated (e.g. Increased or decreased). Further, there is no indication of the extent to 
which the properties are to be modulated. 

10. Claim 106 claims a method for producing a sweetening composition comprising 
adding an effective amount of hydrogenated condensed palatinose. It is unclear what is 
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considered to be an "effective" amount of sweetener. For example, tliere may be a 
particular sucrose equivalent sweetness desired in the sweetening composition. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 1-8 and 11-49 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overTanaka et al. (Tanaka, M. Nakajima, Y. and K. Nishio. 1993. "Structure of 
Oligosaccharides Prepared by Acidic Condensation of Palatinose." J. Carbohydrate 
Chemistry. Vol. 12. pp. 49-61) in view of Degelmann et al. (5,936,081) and Vogel et al. 
(5,585,480). 

1 3. Tanaka et al. teach a process for the condensation of palatinose comprising 
dissolving crystalline palatinose in water, along with citric acid at 0.01 parts. The initial 
heating was performed under atmospheric pressure. The mixture was then heated 
under reduced pressure at 160''C until the reaction mixture reached 130°C. The 
components are separated by chromatography, and a condensed palatinose product is 
obtained (Experimental, pp. 59-60). 

14. Tanaka et al. teach the chromatographic separation of their palatinose 
condensate products. They fractionated the dimers, trimers and tetramers, and further 
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fractionated the dinners (p. 50). Tliey state that dianhydride dimers were a major 
component of the dimer fractions (p. 57). 

15. There are slight differences between the palatinose condensation method as 
taught by Tanaka et al. and the palatinose condensation method as claimed by 
Applicants. However, these differences would not be expected to materially affect the 
product formed by the reaction. Small differences in reaction conditions are not 
unreasonable in the art of organic chemistry, and one of ordinary skill would understand 
that, for example, that the adjustment of the amount of water and citric acid to be used 
in the reaction are within the abilities of the artisan to determine. Undue 
experimentation would not be required, and there would be a reasonable expectation 
that the reaction would proceed as expected, yielding the desired condensed palatinose 
products. 

16. Degelmann et al. teach a method for the hydrogenation of sugars using a mixture 
of a pure Raney metal and a Raney metal catalyst (Abstract). Sugars taught for use in 
the invention include isomaltulose (palatinose) (col. 4 line 1). 

1 7. Regarding claims 1 9 and 20, Degelmann et al. teach the adjustment of the pH of 
the sugar reaction mixture is adjusted to pH between 3.0 and 12.0 using water soluble 
basic compounds. One of ordinary skill in the art at the time the invention was made 
would have had the ability to adjust the pH of the reaction mixture within the range 
taught in order to determine optimal conditions for the hydrogenation reaction. This 
would have been considered routine experimentation for the artisan, and there would 
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have been a reasonable expectation that the hydrogenation reaction would proceed 
under the established conditions. 

18. Regarding claims 21-26, the method comprises carrying out the hydrogenation at 
a temperature between about 70 and 120 °C and a pressure from about 150 to 300 bar 
(col. 4 lines 13-15, 40-42). Example 1 (col. 5) teaches the hydrogenation of 
isomaltulose at a temperature of 70°C and a pressure of 150 bar. 

1 9. Regarding claims 27-32, the process is taught using the mixture of a Raney 
metal and a Raney metal catalyst (Abstract). Preferred Raney metals include nickel, 
copper, cobalt and iron. Raney metal alloys are prepared from nickel, cobalt, and 
copper with aluminum, tin, or silicon (col. 3 lines 12-24). The active component can 
also comprise metals from transition group VIII, including ruthenium and platinum (col. 3 
lines 47-53). 

20. Regarding claims 33-37, Example 1 (col. 5) teaches the hydrogenation as a 
discontinuous fixed-bed process. The process is conducted for at least 4 hours (Table 
1 ) and takes place with stirring (col. 5 lines 45-46). 

21 . As condensed palatinose (palatinose oligosaccharides or condensed 
isomaltulose) and hydrogenated palatinose (isomaltitol) were both known to one of 
ordinary skill in the art at the time the invention was made, it would have been obvious 
to one of ordinary skill to try the hydrogenation of the condensed palatinose with a 
reasonable expectation that a hydrogenated condensed palatinose would result. 
Additionally, Vogel et al. teaches the hydrogenation using a Raney metal catalyst of 
fructooligosaccharides produced from inulin (Example 4). One of ordinary skill would 
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recognize tine similarities in structure of the condensed palatinose and 
fructooligosaccharide of Vogel et al. These similarities would provide one of ordinary 
skill with a reasonable expectation that the condensed palatinose could be 
hydrogenated by known methods. If there is success, it is likely not a product of 

innovation, but of ordinary skill and common sense. 

20. Regarding claims 7, 15 and 38, Tanaka et al. teach their process resulting in 
52.4 wt % uncondensed palatinose, 26.0 wt % dimers (DP=4), 12.0 wt % trimers 
(DP=6), 5.7 wt % tetramers (DP=8), and 4 wt % other (Results and Discussion). In the 
method of Degelmann et al. the isomaltulose is converted almost entirely in the (1 ,1- 
GPM and 1 ,6-GPS). One of ordinary skill would expect the combination of the methods 
to result in a product comprising about 52 wt % hydrogenated palatinose, 26 wt % 
hydrogenated condensed palatinose with DP=4, 12 wt % hydrogenated condensed 
palatinose with DP=6, 5.7 wt % hydrogenated condensed palatinose with DP=8 and 4 
wt % other, possibly higher DP. 

21 . Regarding claims 16, 17 and 39-41 , Tanaka et al. teach the chromatographic 
separation of their palatinose condensate products. They fractionated the dimers, 
trimers and tetramers, and further fractionated the dimers (p. 50). Separation of the 
uncondensed hydrogenated palatinose from the condensed hydrogenated palatinose 
produced by the combination of Degelmann et al. and Tanaka et al. would result in a 
mixture containing about 55 wt % condensed hydrogenated palatinose DP=4, 25 wt % 
condensed hydrogenated palatinose DP=6, 12 wt % condensed hydrogenated 
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palatinose DP=8, as well as a small amount of condensed hydrogenated palatinose with 
likely a higher DP. 

22. Regarding claim 49 and the presence of some unhydrogenated condensed 
palatinose, Degelmann et al. show in Table 2 that the amount of palatinose that is not 
hydrogenated is dependent on how long the reaction is allowed to proceed. One of 
ordinary skill would recognize that the reaction time could be adjusted depending on 
how much unhydrogenated product was allowed. This would not require undue 
experimentation on the part of the artisan, and there would be a reasonable expectation 
that the more time allowed for reaction, the greater the amount of hydrogenated 
condensed palatinose would be produced. 

23. Claims 1, 9 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Defaye et al. (FR 2680789 Al) in view of Degelmann et al. (5,936,081) and Vogel 
etal. (5,585,480). 

24. Defaye et al. teach a method for condensing palatinose comprising reacting 
palatinose with anhydrous hydrofluoric acid at temperatures from 0°C to 20°C. The 
condensed palatinose dimer yield is up to about 94 % (Table 1 ). 

25. Degelmann et al. teach a method for hydrogenation of palatinose as detailed 
above. 

26. As condensed palatinose (palatinose oligosaccharides or condensed 
isomaltulose) and hydrogenated palatinose (isomaltitol) were both known to one of 
ordinary skill in the art at the time the invention was made, it would have been obvious 
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to one of ordinary skill to try the hydrogenation of the condensed palatinose with a 
reasonable expectation that a hydrogenated condensed palatinose would result. 
Additionally, Vogel et al. teaches the hydrogenation using a Raney metal catalyst of 
fructooligosaccharides produced from inulin (Example 4). One of ordinary skill would 
recognize the similarities in structure of the condensed palatinose and 
fructooligosaccharide of Vogel et al. These similarities would provide one of ordinary 
skill with a reasonable expectation that the condensed palatinose could be 
hydrogenated by known methods. If there is success, it is likely not a product of 
innovation, but of ordinary skill and common sense. 

27. Claims 50, 68-101 and 105-1 10 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tanaka et al. in view of Degelmann et al. and Vogel et al. as applied 
to claims 1 and 42, and in further view of Schieweck et al. (3,865,957). 

28. Tanaka et al. in view of Degelmann et al. teach a hydrogenated condensed 
palatinose as detailed above. 

29. The combination is silent as to providing hydrogenated condensed palatinose in 

the variety of foodstuffs and beverages as claimed. 

30. Schieweck et al. teach isomaltitol (hydrogenated palatinose) in a wide variety of 
products including foodstuffs such as chocolate, ice cream, cookies and jam. The 
isomaltitol is also used in infant food and as a sweetener. Further, the isomaltitol is 
taught as an active ingredient in a pharmaceutical composition (Examples l-XIII). 
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Schieweck et al. state that the isomaltitol is largely retained in the large colon (i.e. 
substantially resistant to breakdown) (Example XIII). 

31 . While Shieweck et al. do not teach every specific foodstuff as claimed by 
applicant, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have included the hydrogenated condensed palatinose as taught 
by the combination of Tanaka et al. and Degelmann et al. in virtually any 
foodstuff/confectionary/pharmaceutical product where hydrogenated palatinose 
(isomaltitol) or condensed palatinose (palatinose oligosaccharides or isomaltulose) had 
been previously employed as both isomaltitol and condensed palatinose were known in 
the art for use as sweetening and bulking agents. The inclusion of the hydrogenated 
condensed palatinose in the comestible or pharmaceutical would not have required 
undue experimentation on the part of the artisan, and there would have been a 
reasonable expectation that the foodstuffs would have maintained their favorable 
organoleptic properties. 

32. Regarding claims 92-98 and the methods for treating or preventing disease or 
strengthening the immune system, the preambles of these claims are considered to be 
to intended use of the method. See MPEP § 21 1 1 .02 (II). The method itself comprises 
only the step of administering the hydrogenated condensed palatinose, optionally in the 
form of a pharmaceutical composition. As Tanaka et al. in view of Degelmann et al. and 
Vogel et al. as applied to claims 1 and 42, and in further view of Schieweck et al. teach 
the administering of a hydrogenated condensed palatinose both in foodstuffs and as 
pharmaceutical compositions (Examples l-XIII), the method as claimed by Applicants is 
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considered obvious over their teachings. Any amount of hydrogenated condensed 
palatinose ingested could be considered an effective or sufficient amount, as there is no 
further definition of these amounts in the claims. 

33. Regarding claims 105-1 10, Schieweck et al. teach methods for making the 
foodstuffs, including strawberry marmalade and fruit flavored cola. The pH of these 
preparations would be expected to be within the range of 2 to 5 as claimed. The 
product of the instant invention could be substituted without undue experimentation into 
any of the foodstuffs as taught by Schieweck without undue experimentation and with a 
reasonable expectation that the favorable organoleptic properties would be maintained. 

34. Claims 66, 67 and 102-104 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tanaka et al. in view of Degelmann et al. and Vogel et al. as applied 
to claims 1 and 42, and in further view of Brown et al. (6,221 ,350). 

35. Tanaka et al. in view of Degelmann et al. teach a hydrogenated condensed 
palatinose as detailed above. 

36. The '350 patent teaches a composition comprising palatinose oligosaccharides 
(condensed palatinose) and microorganisms including Bifidobacterium. The 
composition may further comprise other oligosaccharides including fructo-, galacto-, 
malto- and isomaltooligosaccharides (col. 19 lines 42-45; 61-67). 

37. Regarding claims 1 02-1 04, the oligosaccharides further function to improve the 
conditions of the microorganisms already present in the intestines (i.e. act as a 
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prebiotic) (col. 2 lines 29-32). The oligosaccharides are also known in the art to function 
as soluble fiber. 

38. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have utilized the hydrogenated condensed palatinose as taught 
by Tanaka et al. in view of Degelmann et al. as the palatinose oligosaccharide in the 
invention of the '350 patent as the product of Tanaka et al. in view of Degelmann et al. 
as both isomaltitol and condensed palatinose were known in the art for use as 
sweetening and bulking agents. The inclusion of the hydrogenated condensed 
palatinose in the comestible or pharmaceutical would not have required undue 
experimentation on the part of the artisan, and there would have been a reasonable 
expectation that the foodstuffs would have maintained their favorable organoleptic 
properties. 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Nikki H. Dees whose telephone number is (571) 270- 
3435. The examiner can normally be reached on Monday-Friday 7:30-5:00 EST 
(second Friday off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carol Chaney can be reached on (571) 272-1284. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Nikki H. Dees 
Examiner 
Art Unit 1794 



/Carol Chaney/ 

Supervisory Patent Examiner, Art Unit 1794 



